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DETAILED ACTION 

Applicants amendment filed November 12, 2004 has been received and entered. 
Accordingly, claims 30-78 are pending in the instant application, of which claims 35-46, 
48-60, 66-71, and 77-78 have been withdrawn from further consideration as being 
drawn to a non-elected invention. Additionally, Applicant's have elected SEQ ID NO: 42 
for prosecution. 

Election/Restrictions 

Note: Although claim 47 was included in the elected group I proteins (i.e., claims 
30-34, 47, 61-65 and 72-76), claim 47 (process of culturing a host cell to produce a 
polypeptide) clearly belongs with the group of claims classified as DNA. This is deemed 
to have been a typographical error on the part of the previous Examiner. Accordingly, 
the instant Examiner will withdraw claim 47 from consideration and properly place it in 
the non-elected group II. The Examiner apologizes for this error. Likewise, claims 49- 
53 and 56 are clearly drawn to proteins, as such these claims have been rejoined with 
the instantly elected Group I. Note claim 56 will be examined to the extent it reads on 
proteins (dependency on claims 49-54), not its dependency on claim 55 to nucleotides. 

Accordingly, claims 30-78 are pending in the instant application, of which claims 
35-48, 55, 57-60, 66-71, and 77-78 have been withdrawn from further consideration as 
being drawn to a non-elected invention. Additionally, Applicant's election of SEQ ID 
NO: 42 for prosecution remains unaffected. 
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Priority 

Applicants argument that SEQ ID NO: 42 was disclosed in UK application 
9828217.1 are persuasive. Accordingly, Applicants date of foreign priority to June 20, 
2001 for the instantly filed claims is accepted. 

All grounds of rejection in the previous Office Action mailed May 19, 2004 are withdrawn 
in view of Applicants arguments. 

The following new grounds of rejection are applied: 

Claim Rejections - 35 USC §112 

1 . Claims 30, 33-34, 49, 52-53, 56, 61 , 64-65, 72, and 75-76 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a written description rejection. 

Claims 30, 33-34, 49, 52-53, 56, 61, 64-65, 72, and 75-76 recite polypeptides which 
have 75% identity to SEQ ID NO: 42, or "comprising" a fragment of 10 consecutive amino 
acids of SEQ ID NO: 42. 

The specification and claims do not indicate what distinguishing attributes are shared by 
the members of the genus. Thus, the scope of the claims includes numerous structural 
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variants, and the genus is highly variant because a significant number of structural differences 
between genus members is permitted. Since the disclosure fails to describe the common 
attributes or characteristics that identify members of the genus, and because the genus is highly 
variant, "SEQ ID NO: 42" alone is insufficient to describe the genus. One of skill in the art 
would reasonably conclude that the disclosure fails to provide a representative number of 
species to describe the genus. Thus, applicant was not in possession of the claimed genus. 

Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in die art that, as of the filing date sought, he or 
she was in possession of the invention. The invention is, for purposes of the 'written 
description* inquiry, whatever is now claimed." The specification does not "clearly allow 
persons of ordinary skill in the art to recognize that [he or she] invented what is claimed." 

Applicant is reminded that Vas-Cath make clear that the written description provision of 
35 use 112 is severable from its enablement provision. 

Furthermore, in The Regents of the University of California v. Eli Lilly (43 USPQ2d 
1398-1412), the court held that a generic statement which defines a genus by only their 
functional activity does not provide an adequate written description of the genus. The court 
indicated that while Applicants are not required to disclose every species encompassed by a 
genus, the description of a genus is achieved by the recitation of a representative number of 
DNA molecules, usually defined by a nucleotide sequence, falling within the scope of the 
claimed genus. At section B(l), the court states that "An adequate written description of a 
DNA... requires a precise definition, such as by structure, formula, chemical name, or 
physical properties, not a mere wish or plan for obtaining the claimed chemical invention." 
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Applicants are directed to the Revised Interim Guidelines for the Examination of Patent 
Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, Federal 
Register, Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 



2. Claims 49-54, and 56 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for immunogenic compositions, does not reasonably 
provide enablement for vaccine compositions. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and 
use the invention commensurate in scope with these claims. 

Facts that should be considered in determining whether a specification is enabling, or if it 
would require an undue amount of experimentation to practice the invention include: (1) the 
" quantity of experimentation necessary to practice the invention, (2) the amount of direction or 
guidance presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. See In re Wands : 
858 F.2d 731,737, 8 USPQ2d 1400, 1403 (Fed. Cir. 1988). The Federal Circuit has noted, 
however, that only those factors that are relevant based on the facts need to be addressed. See 
Enzo Biochem. Inc. v. Calgene. Inc. 188F.3d 1362, 1371, 52USPQ2d 1129, 1135 (Fed. Cir 
1999). 

First, as set forth by Plotkin et al (VACCINES W.B. Saunders Company, 1988, page 
571) "The key to the problem (of vaccine development) is the identification of that protein 
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component of a virus or microbial pathogen that itself can elicit the production of protective 
antibodies. . . and thus protect the host against attack by the pathogen." This teaching directly 
addresses factors 1, 4, 5, 6, 7 and 8. 

Second, Applicants specification provides no working examples demonstrating treatment 
or prevention with the polypeptides of the instant inventions. This directly affects Factors 1, 2, 
3, 4 and 8. 

A vaccine "must by definition trigger an immunoprotective response in the host 
vaccinated; mere antigenic response is not enough." In re Wright, 999 F.2d 1557,1561, 27 
USPQ2d 1510, 1513 (Fed. Cir. 1993). 

Given the lack of guidance, lack of working examples, and the unpredictable nature of 
the invention, one of skill in the art would be forced into excessive experimentation in order to 
practice the instantly claimed invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section nnade in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



3. Claims 33-34 and 75-76 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Meinhardt et al. 
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The claims are directed to an isolated polypeptide comprising a fragment having 
10 consecutive amino acids of the polypeptide as claimed in claims 30-32. 

Meinhardt et al (Molecular Microbiology Vol 9, No. 1, pp 17-29, 1993) disclose of 
isolated polypeptides which comprise 10 or more consecutive amino acids from the 
recited polypeptides. (See page 20, sequence comprising AQFERALAQA). 

Claims 31, 62, 73 are objected to for depending upon a rejected base claim, however 
claims 31 , 62 and 73 are free of the prior art of record. 

Claims 32, 63, 74 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861 . The examiner can normally be reached on 5/4/9. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Mark Navarro 
Primary Examiner 
February 1 , 2005 



